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§866.1620

vitro diagnostic device detects or iden-
tifies infectious agents by using
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology; or

(c) The device is an in vitro device
that is intended:

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of
immunohistochemical devices;

(2) For use in screening or diagnosis
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism;

(3) For measuring an analyte that
serves as a surrogate marker for
screening, diagnosis, or monitoring
life-threatening diseases such as ac-
quired immune deficiency syndrome
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or
to monitor therapy;

(4) For assessing the risk of cardio-
vascular diseases;

(5) For use in diabetes management;

(6) For identifying or inferring the
identity of a microorganism directly
from clinical material;

(7) For detection of antibodies to
microorganisms other than
immunoglobulin G (IgG) or IgG assays
when the results are not qualitative, or
are used to determine immunity, or the
assay is intended for use in matrices
other than serum or plasma;

(8) For noninvasive testing as defined
in §812.3(k) of this chapter; and

(9) For near patient testing (point of
care).

[656 FR 2311, Jan. 14, 2000]

Subpart B—Diagnostic Devices

§866.1620 Antimicrobial susceptibility
test disc.

(a) Identification. An antimicrobial
susceptibility test disc is a device that
consists of antimicrobic-impregnated
paper discs used to measure by a disc-
agar diffusion technique or a disc-broth
elution technique the in vitro suscepti-
bility of most clinically important bac-
terial pathogens to antimicrobial
agents. In the disc-agar diffusion tech-
nique, bacterial susceptibility is
ascertained by directly measuring the
magnitude of a zone of bacterial inhibi-
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tion around the disc on an agar sur-
face. The disc-broth elution technique
is associated with an automated rapid
susceptibility test system and employs
a fluid medium in which susceptibility
is ascertained by photometrically
measuring changes in bacterial growth
resulting when antimicrobial material
is eluted from the disc into the fluid
medium. Test results are used to deter-
mine the antimicrobial agent of choice
in the treatment of bacterial diseases.

(b) Classification. Class II (perform-
ance standards).

§866.1640 Antimicrobial susceptibility
test powder.

(a) Identification. An antimicrobial
susceptibility test powder is a device
that consists of an antimicrobial drug
powder packaged in vials in specified
amounts and intended for use in clin-
ical laboratories for determining in
vitro susceptibility of bacterial patho-
gens to these therapeutic agents. Test
results are used to determine the anti-
microbial agent of choice in the treat-
ment of bacterial diseases.

(b) Classification. Class II (perform-
ance standards).

§866.1645 Fully automated short-term
incubation cycle antimicrobial sus-
ceptibility system.

(a) Identification. A fully automated
short-term incubation cycle anti-
microbial susceptibility system is a de-
vice that incorporates concentrations
of antimicrobial agents into a system
for the purpose of determining in vitro
susceptibility of bacterial pathogens
isolated from clinical specimens. Test
results obtained from short-term (less
than 16 hours) incubation are used to
determine the antimicrobial agent of
choice to treat bacterial diseases.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: Antimicrobial Suscep-
tibility Test (AST) Systems; Guidance
for Industry and FDA.”

[68 FR 5827, Feb. 5, 2003]
§866.1700 Culture medium for anti-
microbial susceptibility tests.

(a) Identification. A culture medium
for antimicrobial susceptibility tests is
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